
66 

40 CFR Ch. I (7–1–22 Edition) § 266.503 

of a different person as defined in 
§ 260.10 of this chapter shall not be 
deemed to ‘‘control’’ such healthcare 
facilities) or has a contractual or other 
documented business relationship 
whereby the receiving healthcare facil-
ity supplies pharmaceuticals to the 
very small quantity generator 
healthcare facility; 

(2) Is operating under this subpart for 
the management of its non-creditable 
hazardous waste pharmaceuticals; 

(3) Manages the non-creditable haz-
ardous waste pharmaceuticals that it 
receives from off site in compliance 
with this subpart; and 

(4) Keeps records of the non-cred-
itable hazardous waste pharma-
ceuticals shipments it receives from off 
site for three years from the date that 
the shipment is received. 

§ 266.503 Standards for healthcare fa-
cilities managing potentially cred-
itable hazardous waste pharma-
ceuticals. 

(a) Hazardous waste determination for 
potentially creditable pharmaceuticals. A 
healthcare facility that generates a 
solid waste that is a potentially cred-
itable pharmaceutical must determine 
whether the potentially creditable 
pharmaceutical is a potentially cred-
itable hazardous waste pharmaceutical 
(i.e., it is listed in 40 CFR part 261 sub-
part D or exhibits a characteristic 
identified in 40 CFR part 261 subpart 
C). A healthcare facility may choose to 
manage its potentially creditable non- 
hazardous waste pharmaceuticals as 
potentially creditable hazardous waste 
pharmaceuticals under this subpart. 

(b) Accepting potentially creditable haz-
ardous waste pharmaceuticals from an 
off-site healthcare facility that is a very 
small quantity generator. A healthcare 
facility may accept potentially cred-
itable hazardous waste pharma-
ceuticals from an off-site healthcare 
facility that is a very small quantity 
generator under § 262.14, without a per-
mit or without having interim status, 
provided the receiving healthcare facil-
ity: 

(1) Is under the control of the same 
person, as defined in § 260.10, as the 
very small quantity generator 
healthcare facility that is sending the 
potentially creditable hazardous waste 

pharmaceuticals off site, or has a con-
tractual or other documented business 
relationship whereby the receiving 
healthcare facility supplies pharma-
ceuticals to the very small quantity 
generator healthcare facility; 

(2) Is operating under this subpart for 
the management of its potentially 
creditable hazardous waste pharma-
ceuticals; 

(3) Manages the potentially cred-
itable hazardous waste pharma-
ceuticals that it receives from off site 
in compliance with this subpart; and 

(4) Keeps records of the potentially 
creditable hazardous waste pharma-
ceuticals shipments it receives from off 
site for three years from the date that 
the shipment is received. 

(c) Prohibition. Healthcare facilities 
are prohibited from sending hazardous 
wastes other than potentially cred-
itable hazardous waste pharma-
ceuticals to a reverse distributor. 

(d) Biennial Reporting by healthcare fa-
cilities. Healthcare facilities are not 
subject to biennial reporting require-
ments under § 262.41 with respect to po-
tentially creditable hazardous waste 
pharmaceuticals managed under this 
subpart. 

(e) Recordkeeping by healthcare facili-
ties. (1) A healthcare facility that initi-
ates a shipment of potentially cred-
itable hazardous waste pharma-
ceuticals to a reverse distributor must 
keep the following records (paper or 
electronic) for each shipment of poten-
tially creditable hazardous waste phar-
maceuticals for three years from the 
date of shipment: 

(i) The confirmation of delivery; and 
(ii) The shipping papers prepared in 

accordance with 49 CFR part 172 sub-
part C, if applicable. 

(2) The periods of retention referred 
to in this section are extended auto-
matically during the course of any un-
resolved enforcement action regarding 
the regulated activity, or as requested 
by the EPA Regional Administrator. 

(3) All records must be readily avail-
able upon request by an inspector. 

(f) Response to spills of potentially cred-
itable hazardous waste pharmaceuticals 
at healthcare facilities. A healthcare fa-
cility must immediately contain all 
spills of potentially creditable haz-
ardous waste pharmaceuticals and 
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manage the spill clean-up materials as 
non-creditable hazardous waste phar-
maceuticals in accordance with this 
subpart. 

§ 266.504 Healthcare facilities that are 
very small quantity generators for 
both hazardous waste pharma-
ceuticals and non-pharmaceutical 
hazardous waste. 

(a) Potentially creditable hazardous 
waste pharmaceuticals. A healthcare fa-
cility that is a very small quantity 
generator for both hazardous waste 
pharmaceuticals and non-pharma-
ceutical hazardous waste may send its 
potentially creditable hazardous waste 
pharmaceuticals to a reverse dis-
tributor. 

(b) Off-site collection of hazardous 
waste pharmaceuticals generated by a 
healthcare facility that is a very small 
quantity generator. A healthcare facil-
ity that is a very small quantity gener-
ator for both hazardous waste pharma-
ceuticals and non-pharmaceutical haz-
ardous waste may send its hazardous 
waste pharmaceuticals off-site to an-
other healthcare facility, provided: 

(1) The receiving healthcare facility 
meets the conditions in § 266.502(l) of 
this subpart and § 266.503(b), as applica-
ble; or 

(2) The very small quantity generator 
healthcare facility meets the condi-
tions in § 262.14(a)(5)(viii) and the re-
ceiving large quantity generator meets 
the conditions in § 262.17(f). 

(c) Long-term care facilities that are 
very small quantity generators. A long- 
term care facility that is a very small 
quantity generator for both hazardous 
waste pharmaceuticals and non-phar-
maceutical hazardous waste may dis-
pose of its hazardous waste pharma-
ceuticals (excluding contaminated per-
sonal protective equipment or clean-up 
materials) in an on-site collection re-
ceptacle of an authorized collector (as 
defined by the Drug Enforcement Ad-
ministration) that is registered with 
the Drug Enforcement Administration 
provided the contents are collected, 
stored, transported, destroyed and dis-
posed of in compliance with all applica-
ble Drug Enforcement Administration 
regulations for controlled substances. 

(d) Long-term care facilities with 20 
beds or fewer. A long-term care facility 
with 20 beds or fewer is presumed to be 

a very small quantity generator sub-
ject to § 262.14 for both hazardous waste 
pharmaceuticals and non-pharma-
ceutical hazardous waste and not sub-
ject to this subpart, except for §§ 266.505 
and 266.507 and the other optional pro-
visions of this section. The EPA Re-
gional Administrator has the responsi-
bility to demonstrate that a long-term 
care facility with 20 beds or fewer gen-
erates quantities of hazardous waste 
that are in excess of the very small 
quantity generator limits as defined in 
§ 260.10. A long-term care facility with 
more than 20 beds that operates as a 
very small quantity generator under 
§ 262.14 must demonstrate that it gen-
erates quantities of hazardous waste 
that are within the very small quan-
tity generator limits as defined by 
§ 260.10. 

§ 266.505 Prohibition of sewering haz-
ardous waste pharmaceuticals. 

All healthcare facilities—including 
very small quantity generators oper-
ating under § 262.14 in lieu of this sub-
part—and reverse distributors are pro-
hibited from discharging hazardous 
waste pharmaceuticals to a sewer sys-
tem that passes through to a publicly- 
owned treatment works. Healthcare fa-
cilities and reverse distributors remain 
subject to the prohibitions in 40 CFR 
403.5(b)(1). 

§ 266.506 Conditional exemptions for 
hazardous waste pharmaceuticals 
that are also controlled substances 
and household waste pharma-
ceuticals collected in a take-back 
event or program. 

(a) Conditional exemptions. Provided 
the conditions of paragraph (b) of this 
section are met, the following are ex-
empt from 40 CFR parts 262 through 
273: 

(1) Hazardous waste pharmaceuticals 
that are also listed on a schedule of 
controlled substances by the Drug En-
forcement Administration in 21 CFR 
part 1308, and 

(2) Household waste pharmaceuticals 
that are collected in a take-back event 
or program, including those that are 
collected by an authorized collector (as 
defined by the Drug Enforcement Ad-
ministration) registered with the Drug 

VerDate Sep<11>2014 10:28 Apr 21, 2023 Jkt 256180 PO 00000 Frm 00077 Fmt 8010 Sfmt 8010 Y:\SGML\256180.XXX 256180pp
ar

ke
r 

on
 D

S
K

6V
X

H
R

33
P

R
O

D
 w

ith
 C

F
R


		Superintendent of Documents
	2023-05-01T15:57:30-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




